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HEPATITIS 

The  finding  of  Australia  Antigen  (HAA)  in  the  blood  of  patients  with  serum 
hepatitis  is  one  of  the  rare  breakthroughs  occurring  in  hepatitis  research  having 
practical  application.    By  screening  blood  donors  for  HAA  it  is  possible  to 
eliminate  at  least  25  percent  of  potential  sources  of  transfusion  hepatitis. 
Because  reagents  for  this  test  were  not  licensed  for  sale,  the  Public  Health 
Service  supplied  State  Departments  of  Health  with  serum  from  hemophiliacs 
which  was  suitable  for  detection  of  HAA  by  immunoelectroosmophoresis  or 
immunodiffusion  (Ouchterlony  technique) .     We  in  turn  distributed  it  to  Blood 
Services  of  Montana  and  the  American  Red  Cross.     (Recent  items  coming  to  our 
attention:    a.    Washington  Report  on  Medicine  &  Health,  March  1,  1971:     " — Spectra 
Biologicals,  a  division  of  Becton,  Dickinson  &  Co.,  has  been  granted  the  first 
license  to  market  the  reagent  needed  to  screen  donor  blood  for  hepatitis. 
Meanwhile,  American  Red  Cross  announced  that  it  will  henceforth  screen  all  its 
blood  donations  for  hepatitis  as  a  matter  of  routine."    b.    Health  News,  Feb.  1971: 
"Since  January  1,  1971,  all  blood  collected  in  New  York  State  for  donation  must 
be  tested  for  the  presence  of  the  hepatitis-associated  antigen  (HAA) ,  sometimes 
referred  to  as  the  Australia  antigen,  Dr.  Hollis  Ingraham,  State  health  commissioner 
has  announced.") 


Our  laboratory  forwards  serums  from  suspected  viral  hepatitis  cases  to  an  Ecology 
Laboratory  of  CDC  in  Phoenix  for  tests  for  HAA.     So  far  one  HAA  positive  case 
has  been  detected  by  them?  another  was  detected  by  a  hospital  laboratory  in 
Helena  which  is  equipped  to  do  immunodiffusion.    The  test  is  also  available 
from  the  Reference  Laboratory.    Fee  for  the  test  is  $12.00. 


PROFICIENCY  TESTING 


Two  pieces  of  Federal  Legislation  have  "revolutionized"  concerns  of  State  Public 
Health  Laboratories  in  the  Clinical  Laboratory  field.    First  came  Title  XVIII 
of  the  Social  Security  Act  (Medicare)  with  Code  of  Federal  Regulations  (CFR) 
Title  20,  Chapter  III,  Part  405  -  Conditions  for  Coverage  of  Services  of 
Independent  Laboratories.    This  was  followed  by  Public  Law  90-174,  42  USC  263a  - 
The  Clinical  Laboratory  Improvement  Act  of  1967  -  and  regulations  for  its  imple- 
mentation; CFR  Title  42,  Chapter  I,  Subchapter  F,  Part  74,  Section  353  of  the 
Public  Health  Service  Act,  as  amended.    The  Center  for  Disease  Control  in  Atlanta, 
Georgia,  was  given  responsibility  for  administration  of  this  law  and,  as  it 
functions  through  State  Departments  of  Health,  State  Laboratories  were  soon 
involved  because  medical  laboratory  work  should  meet  the  same  standards  of  quality 
regardless  of  the  type  of  laboratory  in  which  it  is  carried  on. 

At  first  there  were  complaints  that  standards  in  CFR  Title  20  were  too  high  so 
Congress  instructed  the  Secretary  of  HEW  to  appoint  a  commission  to  study  them 
and  the  Expert  Review  Panel  for  Qualifications  of  Laboratory  Personnel  gave 
their  report  to  Congress  in  December  1968.     The  study  concluded  that  "the  current 
regulations  represent  the  minimal  acceptable  level  of  standards  to  assure  safe 
laboratory  performance,  and  that  no  change  should  be  made".     The  Council  of 
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State  Governments  also  drew  up  suggested  legislation  for  the  States ,  "An  Act 
to  provide  for  the  regulation  of  clinical  laboratories  and  their  personnel  and 
for  related  purposes",  based  on  the  regulations  for  laboratories  in  CFR  Title  20. 

Although  Federal  Regulations  apply  to  particular  kinds  of  laboratories,  all 
States  were  urged  to  initiate  Clinical  Laboratory  Improvement  Programs  and  to 
seek  legislation  governing  intrastate  work.     In  implementing  PL  90-174  provision 
was  made  for  annual  inspection  and  proficiency  testing.    Proficiency  testing  is 
considered  of  primary  importance  in  Laboratory  Improvement  Programs ,    For  example, 
CDC  sends  us  proficiency  tests  in  Bacteriology,  Syphilis  Serology,  Mycology, 
Bacterial  serology  (including  antistreptolysin  0  and  ox-cell  hemolysin) ,  Viral 
serology,  Virology,  Mycobacteriology  and  Enterobacteriologyo   (Notes  from  the 
Mass.  Laboratory  Bulletin:    The  name  of  the  Laboratory  Approval  Program  has 
been  changed  to  the  Laboratory  Improvement  Program.     (This  is  also  the 
emphasis  in  Montana.)    Proficiency  testing  from  the  Mass.  State  Laboratory 
now  includes  microbiology,  syphilis  serology,  immunohematology,  hematology,  and 
clinical  chemistry.    Participation  has  been  limited  to  those  who  are  not  in  any 
other  external  quality  control  program. ) 

Montana  State  Department  of  Health  Regulation  60-001  providing  for  the  "Registra- 
tion, Inspection  and  Approval  of  Laboratories"  provides  for  an  annual  inspection 
but  funds  for  this  have  never  been  provided.    However,  proficiency  tests  in 
syphilis  serology  have  been  sent  out  for  a  number  of  years  and  we  are  starting 
proficiency  testing  in  bacteriology.     Early  in  the  Medicare  program  for  "Inde- 
pendent Laboratories"  we  were  required  to  have  either  a  State  proficiency-testing 
system  or  a  State-approved  system.     The  Basic  Laboratory  Survey  of  the  College 
of  American  Pathologists  is  an  approved  system  for  the  State  of  Montana  and 
we  receive  print-outs  from  this.     In  1970  there  were  30  laboratories  in  Montana 
subscribing  to  it.     The  check-sample  programs  of  the  American  Society  of  Clinical 
Pathologists  (ASCP)  is  also  an  approved  system.    Our  bacteriology  proficiency 
specimens  will  be  sent  to  all  laboratories  listing  microbiology  tests  on 
registration  forms.    However,  we  will  not  send  them  to  laboratories  subscrib- 
ing to  the  CAP  Basic  Laboratory  Survey,  the  ASCP  program ,  or  any  other  approved 
external  quality  control  program,  unless  they  are  specifically  requested. 

We  continually  strive  to  bring  all  laboratory  work  in  Montana  up  to  the  standards 
of  quality  established  by  Medicare  and  the  Clinical  Laboratory  Improvement 
Act  of  1967  for  the  CONSUMER  may  not  know  whether  his  specimen  was  tested  in  an 
Interstate  Lab.,  an  Intrastate  Lab.,  an  Independent  Lab.,  or  a  Hospital  Lab. 
I  know  of  two  documents  currently  being  revised  which  take  this  "f act-of-lif e" 
into  considerat  ions    Medicare  standards  for  hospitals  and  Montana  hospital  licens- 
ing standards. 


